Gemlock Long Hex Driver / Zimmer Dental, Inc. /RECALL (2/15)

Reason/Information:

Zimmer issued an Urgent Device Recall on the following materiel (See Image on Message
under Additional Documentation/Attachment). Reason: The materiel may not fit into the Fixture
Mount Transfer (FMT) or the internal hex of the implant.

Disposition/Instructions:

1. Check inventory for affected units and immediately quarantine and remove all affected
products from service.

2. Contact Zimmer Dental Customer Service at 800-854-7019 to obtain a Return Authorization
Number and to set up a FedEX pick-up to return the products.

3. Return affected product to Zimmer Dental along with the return authorization number.

4. Maintain a copy of notice to assist in any future regulatory agencies audits of this field action.
Customers are instructed to complete the Business Reply Form and fax it to 574-372-4265 or
email to corporatequality.postmarket@zimmer.com. Customers with questions or need

Business Reply Form should contact Zimmer Dental Customer Service at 800-854-7019, Mon-
Fri, 7 a.m. - 5 p.m., Pacific Time.

For general questions call 760-929-4300.

Item Information:

NSN (FSC-NIIN): 6520-NS1

Part Number: RHL2.5

Nomenclature: TOOL, DRIVER, HEX, 2.5MM X 28 MM
ul: EA

Manufacturer: ZIMMER DENTAL, INC.

Distributor: LISI MEDICAL JEROPA, INC.

LOT / SN:

62699693 62712431
62735177 62743168

NOTES:
NOTE 1:

Lot # on Label: 62712431 and 62743168.
NOTE 2:

Etched Lot #62699693 & 62735177.
NSN (FSC-NIIN): 6520-NS2

Part Number: OPCST


mailto:corporatequality.postmarket@zimmer.com

Nomenclature: TAPERED SWISSPLUS & SWISSPLUS IMPLANT SYSTEMS KIT,;

SURGICAL

uUl: EA

Manufacturer: ZIMMER DENTAL, INC.
Distributor: LISI MEDICAL JEROPA, INC.
LOT / SN:

62735177 62766610

NOTES:
NOTE 1:
Lot # on Label: 62766610.
NOTE 2:
Etched Lot #62735177.
NSN (FSC-NIIN): 6520-NS3
Part Number: TSVKIT
Nomenclature: TAPERED SCREW-VENT IMPLANT SYSTEM SURGICAL KIT;
COMPLETE
ul: EA
Manufacturer: ZIMMER DENTAL, INC.
Distributor: LISI MEDICAL JEROPA, INC.
LOT / SN:

62699693 62702589

62710484 62712437

62735177 62743075 62750487 62753787
62756920 62759862 62760388 62768456
62773158

NOTES:

NOTE 1:

Lot # on Label: 62702589, 62710484, 62712437, 62743075, 62750487,
62753787,62756920, 62759862, 62760388, 62768456 and 62773158.
NOTE 2:

Etched Lot #62699693 and 62735177.

POC Contact Information:

USAMMC-E

Email: usarmy.rheinland-pfalz.medcom-usammce.list.dtd-quality-assurance@mail.mil
Phone (COMM): 011-49-6331-86-7118/7181

Phone (DSN): 495-7118

Fax: 6218

Us ARMY

Email: usarmy.detrick.medcom-usamma.mbx.doc@mail.mil

Phone (COMM): 301-619-4300

Phone (DSN): 343-4300
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Fax: 301-619-4468

US AIR FORCE

Email: afmoa.sgalc@us.af.mil
Phone (COMM): 301-619-4170
Phone (DSN): 343-4170

Fax: 301-619-2557

US NAVY

Email: MMOC2@MED.NAVY.MIL
Phone (COMM): 301-619-3085
Phone (DSN): 343-3085

Fax: 301-619-2473

Additional Message Recipients:

Please ensure widest dissemination of information to all interested entities.

Message Dissemination Authorization:

US AIR FORCE

AF Activities Will Take Action As Prescribed In AFI 41-209, Medical Logistics Support, Chapter
3. For MACOMS & NGB--This Msg Has Been Transmitted To All Designated Subordinate
Medical Activities.

US ARMY
See Army Regulation (AR) 40-61, 28 January 2005, Chapter 4, and The Department Of The
Army Supply Bulletin (SB 8-75-11) For Applicable Policies and Procedures.

DOD
DODD 5105.22 and DODD 6025.13

Additional Documentation can be found here.
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